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IO MEAUIIMHCKOMY NTIPUMEHEHHIO
JIEKAPCTBEHHOI'O ITPEITAPATA

Coanksa Con0Crap®

Homep perncTpanHoHHOIO y10CTOBEPEHHUS:

Toprosoe naumenoBanue npenapara: Comuksa ConoCrap®.

Me:xkayHapoaHOoe HeNMaTeHTOBAHHOe HWJIH TPYNNHPOBOYHOe HAHMEHOBAHHeE:
WHCYJIMH TJIApTUH + JIMKCUCEHATHU/.

JlekapcTBeHHasi popma: pacTBOp IS MOJAKOXHOTO BBEICHHUSI.

CocraB

B 1 ma pacmeopa 0nsa nookoscnozo eeedenusn 100 E/l/mn uncyiruna znapzun u
50 mke/mn nuxkcucenamuoa cooeprcumcsa:

oelicmeyowue gewjecmea WUHCYJIUH rnapruH - 3,6378 mr (100 EZ),
nukcuceHatu - 50 MKT;

gcnomoeamenvHvie eewjecmea: riauepon (85 %); mernmonun (L-meTnoHMH);
MeTaKkpe30J (M-Kpe30J1); LHMHKAa XJIOPUI; XJIOPUCTOBOAOPOAHAs KHUCJIOTa; HATPUs
TUJIPOKCU]T; BOJIA JJIsi HHBEKI[HH.

B 1 mn pacmeopa ona nookosxcrnozo esedoenua 100 E/l/mn uncyiuna 2napzun u
33 MKe/M TUKCUCEHAMUOA COOEPHCUMCA:

oeticmsylowue  8eujecmea: UHCYJIMH rnaprus - 3,6378 mr (100 ENI),
JIMKCUCEHATHU]I — 33 MKT;

scnomocamenvhvie eewjecmea. riamuepon (85 %); meruonuH (L-meTHoHUH);
MeTaKpe30J (M-Kpe30J1); LMHKAa XJIOPUI; XJIOPUCTOBOJOPOAHAS KUCIOTA; HATPUs
TUIPOKCUT; BOJA JIJISI MHBEKIIUH.

Onucanme: npo3pauHblid, OECIBETHBIM MJIA MOYTH OECLBETHBIA pacTBOP.
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aHAJIOT + TIFOKaroHonoA00HOro NOJUNENTH 1A PeLEeNTOPOB-aFOHHET):—
Koa ATX: A10AE54.

dapMaKkoJIOrHYecKHe CBOHCTBA

DapmakoOuHamuxka

Mexanusm oeticmeus

Ipenapam Conuxea ConoCmap®

[Ipenapar Conuksa ConoCrap® sBisercs KOMOMHMPOBAHHBIM IIPENAPaToM, B
COCTaB KOTOPOTO BXOIST JBa TMIIOTIMKEMUYECKUX CPEACTBa C JONOJHAIOLIUMU
Opyr JIpyra MeXaHW3MaMHu [JeWCTBUS: HHCYJIMH TJapruH, aHaJor HWHCYJIWHa
JUTUTEIILHOTO NEeNCTBUS, u JIMKCUCEHATHUN, aroHUCT peLenTopoB
rmokarononoaoonoro nentuna-1 (I'TIII-1). JleiicTBue nmpenapara HampaBiIeHO Ha
CHW)KEHHE KOHIIEHTPALlMM TJIIOKO3bl B KPOBM HATOIAK U IOCIE IpHeMa MHUIIH
(mocTrpaHAMaIbHOW KOHLIEHTpAllMd TJIOKO3bl B  KPOBHM), YTO YJIydllIaeT
ITTUKEMUYECKUI KOHTPOJIb Y MalUeHTOB ¢ caxapHbiM auaberom 2 tuna (C/12), HO
Opyd 3TOM MUHUMM3UPYETCS YBEJIMYEHHE MacChl Tejla M PUCK Ppa3sBUTHA
TUTOTJIMKEMUHU.

Hncynun enapaun

OcHOBHOM (yHKUMEW MHCYJIMHA, B TOM YHUCJI€ MHCYJIMHA TJApTUH, SBISETCS
peryisiusi  Metabonu3ma TJOKO3bl. WHCYIMH M €ro aHajlloTM CHUXKAIoT
KOHIIEHTPAIIMIO TJIFOKO3bI KPOBM, 3a CYET YBEJIWYEeHUs NOTPeOJeHHs IIIIOKO3bI
nepudepuyecKUMHu TKaHsIMHU (B 0COOEHHOCTH, CKEJIETHBIMUA MBILLILAMHU U KUPOBOM
TKaHbIO) U TOJABJIEHUs 0Opa3oBaHUs IIIIOKO3bl B MeueHu. MHCynuH monasiser
JIUTIONKM3 M TIPOTEOJIN3, & TAKXKe YBEIIMUYUBAET CUHTE3 Oelka.

Jlukcucenamuo

Jluxcucenarun sBnsercs aroHuctom peuentopoB [TITI-1. Penenrop ITII-1
sBysieTcs: MUleHbto st HatuBHOro I'TIII-1, sHOreHHOro ropMoHa BHYTpEHHEHN

CEKpeuuu, KOTOpBIfI IMMOTECHUOUPYET I''TFOKO303aBUCHUMYIO CEKPELIUIO UHCYJIMHA Oera-
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JlelicTBHEe  JNMKCHUCEHATHOA, I10JJO0OHO neﬁCTBHb 3Hnore;{Horo—I’HH-1,
OCYLIECTBIIsIETCS yepe3 crnenuduueckoe B3aumoaeicteue ¢ peuentopamu ['TIII-1,
Bkimouass peuentopbl [TII-1, Haxomsumecs B anbda- U OeTa-KieTkax
no/pKeNyqouHoi kenesbl. [locie mnpuemMa NMINM JUKCUCEHATU] AKTUBUPYET
cienyomue GU3HOIOrHIecKre peaKiuu:
- yBeJIMYEHHUE CeKPeLIMU HHCYJIMHA OeTa-KJIeTKaM1 MO KTy J0YHOM JKeTe3bl;
- 3aMeJIJIeHHEe OMOPOXKHEHUS JKeITy1Ka;
- TI0/IaBJIEHUE CEKPELMHU TIIIOKaroHa ajabga-KieTkaMH MOHKeTyJOUHOU Kele3bl.
JlukcuceHaTHl CTUMYJIMpPYET CEKpELMIO HHCYJIMHAa B OTBET Ha IOBBILICHHUE
KOHUEHTpAallMi TJIIOKO3bl B KpoBH. (OJHOBPEMEHHO TMOAABISIETCS CEKpeLus
rmokaroa. Kpome 3Toro, JMKCHUCEHATH[ 3aMelisieT ONOpPOKHEHHE JKelyJlKa,
yMEHbIIas 3a CYeT 3TOr0 CKOPOCTh a0CcoOpOLMM TIUIIOKO3bl W3 IHUIM U ee
NOCTYIJIEHUE B CHUCTEMHBbIM KPOBOTOK. BbUIO MOKa3zaHO, YTO JIMKCUCEHATH[ B
W30JIMPOBAHHBIX OCTPOBKAaX TMODKENYyJ0YHOM JKejle3bl YeJOoBeKa COXpPaHseT
¢byHKLIMIO 6€Ta-KJIETOK U MpeloTBpaliaeT ux rudens (anomnros).

DapmakoouHamuyeckue ceonucmea

Ipenapam Conuxea ConoCmap®

KomOuHanusi MHCyIMHA TJapruH M JIMKCHCEHATHJa He OKa3blBaeT BIHSIHUS Ha
dbapmakonoruyeckoe JIeHCTBHE WHCYJIWHA TIJIAapruH. BiusHue koMOMHaALMU
UHCYJIMHA TJIApriH M JIMKCHCeHaTHJa Ha (apmakojoruyeckoe IeicTBUE
JIMKCUCEHATH/1a B KIIMHUYECKUX uccienoBaHusx I ¢as3sl He u3yuyanocs.
AHaJIOTUYHO OTHOCHUTENIBHO MOCTOSTHHOMY MPO(IIII0 «KOHIIEHTpalus/BpeMs» 0e3
BbIP2)XEHHBIX NMUKOB B TeueHHe 24 4 NpU BBEJEHUHU TOJIBKO MHCYJIMHA TJIApTHH,
NpU BBEJEHHWM KOMOWHALIMM MHCYJIMH TJIAQpruH + JUKCUCEHATHI TNpOQuIb
«CKOPOCTh YTUITU3ALIUHU TIIFOKO3bI/BpeMsi» ObLIT CX0XKUM, 0€3 BhIpaK€HHBIX MTHKOB.
JUIMTEIbHOCTD JIeMCTBHS MHCYIMHOB, BKIoyas npernapatr Comnuksa ConoCrap®,
MOJKET BapbUpOBaTh KaK Yy pa3HbIX MAI[MEHTOB, TaK U Y OJHOIO M TOTO JXe

MarreHTa.
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CUIJIAVCUDANU

TUIOTJIMKEMUYECKOe J1eiiCTBIe BHYTPMBEHHO BBOAMMOIO WHCYJIMHA TJIAPTUH ObLIO
NpUOIM3UTENILHO TakUM JKe, KaK M Yy YeJOBe4YeCKOro WHCyluHa (Ipu
BHYTPUBEHHOM BBEIEHUU 00OMX MpenapaToB B OJIMHAKOBBIX J03aX).
Jluxcucenamuo

B 28-nHeBHOM M1a1ie00-KOHTPOIUPYEMOM HccieoBaHuu y nanueHToB ¢ C/I2 no
OlIEHKE BJIMSHMS JIMKCHCeHaTuaa B Jo3ax 5-20 Mxr | wim 2 pa3a B CyTKH Ha
KOHIIEHTPAIIMIO TJIIOKO3bI B KPOBH IIOCJI€ IpUE€Ma CTAHJApPTHOIO 3aBTPaKa,
nukcuceHatuu B go3ax 10Mkr w 20 Mkr 1 wnm 2 paza B CyTKM YyJydluall
TIIMKEMHYECKHI KOHTPOJIb 3a CYeT CHIDKeHHMs KakK IOCTIpaHAualbHON (mocie
npreMa MUK ) KOHIIEHTPAIMH [TFOKO3bl B KPOBHU, TaK M KOHLIEHTPALIMHU IIOKO3BI B
KpoBH Hartomak. JIMKcuceHaTua, BBOAUMBIN B 3TOM HCCIIEJOBAHUU yTPOM B J103€
20 mMkr 1 pa3 B CyTKH, MOJJEpKHBaJl CTATUCTUYECKU 3HAYUMOE CHH)KECHHE
MOCTIPaHIHAIBHON KOHIIEHTPAIlMK TJIFOKO3bI B KPOBH IOCIE 3aBTpaka, obena u
y>)KHMHA.

Brusinue na nocmnpanouanbHylo KOHYeHmpayuo 2oKo3sl 8 KpoGU

B 4-HenenbHOM HcciieIOBaHUHM B KOMOMHALMU ¢ MET(GOPMUHOM U B 8-HE/IE€JIbHOM
UCCIIEIOBAaHUM B KOMOWMHAIMM C HWHCYJIMHOM TIJIapruH c/6e3 MeTdopMuHa,
mukcuceHatus B no3e 20 Mxr 1 pa3 B CyTKW, BBOJMMBIN Iepes 3aBTPaKOM Y
naipenToB ¢ CJI2, mnoka3an CHM)XEHHE MOCTIPaHAMAIbHOW KOHLIEHTPALUU
TJIIOKO3bI B KPOBH (KpUBasi «KOHIeHTpauus riatoko3sl/Bpems 0:30-4:30 u») nmocne
npoOHoro 3aBTpaka. KoiuyecTBO MallMEHTOB ¢ 2-4acCOBOW MOCTIPaHAHAIbHON
KOHIIeHTpalei rmoko3sl Hiwke 140 mr/mn (7,77 mmons/n) cocrasisuio 69,3 %
nocie 28 nHew neueHus u 76,1 % nocie 56 qHell 1edyeHus.

Bnusnue na cekpeyuro uncynuna

VY maunuentoB ¢ CJI2 MoHOTepamusi JTUKCUCEHATHAOM IO CpPaBHEHHIO ¢ Iuianebo
BOCCTAHABJIMBAeT TMepBYyl0 a3y CeKpelrd HHCYJIHMHa B TIJIIOKO303aBHCHMOM
pexxuMme, yBenuuuBas ee B 2,8 paz (90 % nomepurenbHbIM uMHTEpBad, 2,5-3,1) u

yBEJTMUMUBAET BTOpYI a3y cekpeuuu uHcynuHa B 1,6 pa3 (90 % noBepuTenbHbIN
4
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Bnusinue na onopooicnenue dcenyoxa , i ?_
[Tocne cTaHIapTH3UPOBAHHOTO TECTOBOIO IMpHUEMa MEUEHHOW H30TOINOM IMIIH,
JTMKCHUCEHATH/T 3aMeJIJISUT ONTOPOXKHEHUE JKENyKa, CHIDKAsl 3a CYET 3TOr0 CKOPOCTh
MOCTIpaHAnaIbHOM abcopOumu rioko3bl. Y nanuenToB ¢ C/I2 npu MoHOTEpanuu
JTUKCUCEHATHIOM (G (deKT 3aMeIeHUs OTIOPOKHEHUS KeJlyAKa COXpaHsIICs IOCIe
28 nHeit neyeHusl.

Bnusnue na cekpeyuro enokazoxa

JIukcucenatug B jgo3e 20 MKr 1 pa3 B CyTKM B MOHOTEpalMH JAEMOHCTPUPOBAJ
CHW)KEHHE TIOCTIPAHIUAIbHON KOHLIEHTpAMM IJIIOKaroHa I10 CpPaBHEHHUIO C
MCXO/IOM IIOCJIe TeCTOBOro mnpuema muimu y nauueHtoB ¢ CJ/12. B mane6o-
KOHTPOJIMPYEMOM T'HIIOTTTUKEMHUUECKOM KIIIMII-UCCIIEIOBAHUH, IPOBEJIEHHOM Y
3I0OPOBBIX TOOPOBOJIBIEB, MO OLEHKE OJHOKPAaTHOIO BBEJEHMs JIMKCUCEHATH/a B
no3e 20 MKT Ha CEeKpeluIo III0KaroHa, peaklis CEeKpeluH IJII0KaroHa B OTBET Ha
CHW)KEHHE KOHLEHTPAllMM TJIIOKO3bl B KPOBM TIpPU TMIIONIMKEMHYECKHX
COCTOSIHUSIX ~ COXpaHslach, HECMOTpsi Ha  MNpHCYTCTBUE  3((HEKTUBHBIX
KOHIIEHTpalMil IUKCUCEHATH/Ia B IIa3Me KPOBH.

Bnusinue na snexmpoguzuonocuro cepoya (unmepean QTc)

BiusiHve JIMKCHCEHAaTHIa Ha pEenoJsipU3alvio cepAua ObUlo HM3Yy4eHO B
uccnenoBanun  uHTepBaia QTc (B jmo3e, B 1,5pasa mnpeBblIarOLIeH
PEKOMEHIyeMyI0 TOIEPKUBAIOUIYI0 J03Yy), KOTOpOe II0Ka3ajo OTCYTCTBHE
KaKoro-JIu00 BIUSHUS JIMKCUCEHATU A Ha PETIOJSIPU3ALIMIO JKEITY J0YKOB.

Bnusinue na uucno cepoeunvix coxpaweruti (HCC)

B muane6o-KOHTpONUpyeMbIX KiuHHYeckuX wuccinenoanusx III das3sr Obuto
MOKa3aHO OTCYTCTBHE IIOBBILIEHHS] CPEJIHUX 3HAUEHUN YacTOThl CEepAEYHBIX
COKpAalLEHUH.

Knunuueckas s¢hchexmusnocmo
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ObUTM HM3y4YeHbl B JIByX pPaHIOMH3HPOBaHHBIX, KoHTpoanyeJ\;[mx qugpqecxnx

MCCIIEZIOBAHMAX C aKTMBHBIM KOHTPOJIEM y nanueHToB ¢ CJI2.
B oaHOM paHAOMHU3UPOBAHHOM OTKPBHITOM 30-HeleabHOM HCCIIEeIOBaHUH C
AKTUBHBIM KOHTPOJIEM, NTPOBEACHHOM y nanueHToB ¢ C/12, He moy4yaBIIMX paHee
TEpanuil0 HHCYJIMHOM M C HEJOCTAaTOYHBIM TJIMKEMUYECKUM KOHTPOJEM IIpH
NPUMEHEHUH TEePOPAIbHBIX TUIMOMIMKEMHUYECKHX IpernapaToB, OLEHUBAIUCH
>ddexTuBHOCT, U GesomacHocTh mnpenapata Conmksa ConoCrap® (n=468) B
CpaBHEHUH C MHCYJIUHOM TJapruH (n=466) u nukcuceHatuaom (n=233).

[Ipu no6asnenuu k nedenuro npenapatra Cosnuksa ConoCrap® 74 % (n=345)
nanueHToB K 30-0if Hezene JOCTUTIIM 3HAYEHUH TITMKHPOBAHHOTO reMOroOHHa
Alc (HbAlc) <7 %, no cpaBHeHHIO ¢ 59 % (n=277) nmauueHToB NpH 100aBICHUH
TOJIbKO MHCYJNMHA riaapruH U 33 % (n=77) nmauueHToB NMpH A00aBIEHUU TOJIBKO
JIMKCUCEHATHIA.

Cuwxkenue cpennux 3HauyeHuid HbAlc k 30-o0if Henene y nalMeHToOB, MOJTy4aBIINX
npenapar Conuksa ConoCrap®, cocraBuio -1,6 %, a y NauMeHTOB B Ipymmax
JeYeHUs] MHCYJUHOM TJIapTUH W JIMKCUCEHATHUJOM OHO cocrtaBisuio -1,3% u -
0,9 %, cCOOTBETCTBEHHO.

CpenHue 3Ha4YeHMs] KOHIIEHTpAIMM TIJIIOKO3bl B IUIa3Me€ KPOBH HATOLIAK Yy
nanueHTos, nonydapmux npenapar Comuksa ConoCrap®, Kk KOHILY HCClIeI0BaHHs
CHU3WINCh Ha 3,46 MMOJIB/JI, a TpH [J00aBIEHWHM HHCYJIMHA TJIAPTUH WIH
JIMKCHCeHaTH1a Ha 3,27 MMouIs/J1 1 1,5 MMOJIB/J1, COOTBETCTBEHHO.

CHuXKeHHe CpeJHUX 3HAa4YeHWH TNOCTIPaHAWAIbHONW KOHLIEHTPALMU TJIOKO3bI B
KpOBU (uUepe3 2 4 rmocje npueMa Nuinu) y nauveHtoB k 30-if Henmene npu
no6asnenuu k Jnedenuto npenapata Comuka ConoCrap® cocraBuno -
5,68 MMOJIB/11, TIO CpaBHEHMIO € -3,31 MMOJIB/I 1pU 10OABIEHUHU TOJIBKO MHCYJIMHA
riaapruH u -4,58 MMouib/n npu 0O6aBIeHUH TOJIBKO JIMKCHCEHATUIA.

K konuy 30-HenenbHOro mnepuofa cpeaHee 3HAYeHHWE W3MEHEHHUs Macchl Tesa

COCTAaBWJIO Yy ManueHToB, nosydaBmux npernapatr Comuksa ConoCrap, -0,3 xr, a
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Bo BTOpOM paHaoMu3upoBaHHOM, 30-HeaelbHOM, KOHTPOJIUPYEMOM, OTKPHITOM,

MHOTOLIEHTPOBOM  KJIMHUYECKOM  HCCJIEJJOBAHMM C AKTUBHBIM  KOHTpOJIEM
onenuBanach 3GppekTuBHOCTL U 6e3omacHocTs npenapara Comuksa ConoCrap® B
CpaBHEHMHM C MHCYJMHOM TIJaprudH. B wuccrienoBaHue ObLIO  BKIIOYEHO
736 maumentoB ¢ CJI2 ¢ HEAOCTaTOYHBIM TJIMKEMUYECKUM KOHTPOJEM IpHU
Tepanuu TepopaIbHBIMU THUIOTJTUKEMUYECKUMH IpernapaTaMi B KOMOMHALUU C
0a3abHBIM UHCYJIMHOM.

[Ipu npumenenun npernapara Comuksa ConoCrap® 54,9 % nauuentos (n=201)
30-o Hezene JIOCTUTTIU HbAlc <7 %, no CPaBHEHHUIO C
29,6 % nauuenToB (n=108) B rpymnme Je4eHUs: TOJbKO HHCYJIUHOM TJIapTHH.
Cpennee 3nauenue cHwkenus HbA1C k 30-oii Hezene y maieHTOB, MOJTYyYaBIINX
npenapar Conuksa ConoCrap®, cocraBuno -1,1 % , a y mauueHToB B IpyIIe
neuyeHus: UHCYIMHOM riaprud cHwxkenue HbA1C cocrasuino -0,6 %.
KoHueHTpaius riaroKo3bl B IUIa3Me KPOBM HATOIIAK y MAIlMEHTOB, MOJIYyYaBIIMX
npenapat CosnukBa ConoCrap®, K KOHIly MCCIEIOBaHUS CHH3MJIACh Ha
0,35 MMounb/1, @ Ipy MPUMEHEHUU UHCYTuHA raprud Ha 0,47 MMoub/i.

CpenHee 3HaYeHHe CHUIKEHHUS TMOCTIPAHIUAIBHOM KOHLIEHTPALMU TIJIIOKO3bl B
KpoBH (depe3 2 4 moclie nmpueMa NuiiK) y naiueHToB K 30-il Henene npu JieyeHUuu
npenapatom Conuksa ConoCrap® cocraBuno -4,72 MMOIB/JI, 10 CPaBHEHHIO C -
1,39 MMonB/n1 B rpynne UHCYJIMHA TTIapTrUH.

K koniy 30-HenenpHOro nepuoja cpeHee U3MEHEHHWE MacChl Tella y MalUueHTOB,
nonyuasiux npenapat Conuksa ConoCrap®, cocrasuno -0,7 Kr, a y NalHueHTOB,
MOJTy4aBUINX UHCYJIMH IIapruH - +0,7 Kr.

Takum o6pazom, nedenue npenapatoM Conuksa ConoCrap®  BbI3BIBAJIO
KJIMHUYECKH U CTATUCTHYECKH 3HauyuMmoe ynydinenwe mnokasarens HbAlc.
[Tpuuem, noctmxenue OGonee HU3kMX 3HaueHud HbAlc u Gonbiiero CHMXeHUs

HbAlc npu npumenenuu mnpenapara Comuksa ConoCrap® He yBennumuBaio
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Hccneooeanus enusanus aukcuceHamuoa u uHchzima 2NapeuH Ha cepoevHo-

cocyoucmyio cucmemy (CCC)
Bnusiaue Ha pas3ButHe ocioxHeHuid co ctopoHbl CCC Tepanuum HHCYJIMHOM
rmaprud  OblI0  ycTaHoBieHa B kinHMYeckoM wuccienoBanun ORIGIN, a
JUKCUCEHATUAOM - B KkiauHuyeckoM wuccaenosanun ELIXA. Wccnenosanumii
BIMSIHUS Tepanmuu (HUKCUPOBAHHOW KOMOMHAIIMM MHCYJIMHA [JIApTMH U
mukcucenaruga Ha CCC He mpoBOAUIIOCK.
Hucynun enapeun
Knunnueckoe wuccrenoBanne ORIGIN (Outcome Reduction with Initial
Glargine Intervention) 6610 OTKPBITEIM, pAHJOMH3UPOBAHHBIM UCCIIEOBaHUEM,
NpoBeJeHHbIM Y 12537 nanuenToB, Tepanuu npenapatoM Jlautyc® (MHCynMH
rnmaprud 100 EJl/mMmn) B cpaBHeHMHM CO CTaHIAAPTHOM THIOIJIMKEMHYECKON
Tepanueil B OTHOIIEHUM BPEMEHM pa3BUTHUS IEPBOTO KPYMHOIO CEepAEeYHO-
cocynuctoro ocinoxuenus (KCCO). KCCO onpenensinoch, Kak KOMIIO3UTHAs
KOHEYHasi TOYKa: CepJAeYHO-COCYIUCTas CMepTh, HedaranbHbIi HHpAPKT
MUOKapaa, HedaTtanbHbld HHCYNbT. Yactora paszsutus KCCO B rpynmnax
nevyenus npenapatoMm Jlantyc® u rpynmax CTaHAApTHOM TMIOTIMKEMHYECKOM
Tepanuu OblIa COMOCTaBUMOHN [OTHOLIEHWE PHUCKOB (95 % noBepHUTENbHBIH
untepsain) 1,02 (0,94, 1,11)].
B xnunnveckom uccnenoBanuu ORIGIN cpennsis uacrora pa3Butus paka (Bcex
BUIOB) [oTHOmIeHUe puckoB (95 % mnoseputenvHbii unrepsan) 0,99 (0,88,
1,11)] wnmu cmept oT paka [oTHoweHHEe pPUCKOB (95 % poBepuUTENbHBIN
untepsain) 0,94 (0,77, 1,15)] 6bu1a conocTaBUMOM MeXy TPYIIaMH JIEYSHHUS.
Jlukcucenamuo
Knunnueckoe uccienoBanve ELIXA 6bu1o paHaoMHU3MpOBaHHBIM, IBOWHBIM
ClIeTbIM, I1ae00-KOHTPOIUPYEMbIM, MHOTOHAIIMOHAJIBHBIM MCCIIEI0BaHUEM, B
KOTOPOM TPOBOJMIACH OlleHKa ocioxHeHuid co cropoHsl CCC Bo Bpems

JedyeHus JuKcuceHatuaoMm y mamueHtoB ¢ CJI2 (n=6068) mocne HemaBHO
8



, MHH3IPAB POCCHH

- 004874~ 300518 .
IEPEHECEHHOTO OCTPOTO KOPOHAPHOIO CHHApPOMA. IlepBHYHON KOHEYHOM

COTJHACOBAHO

TOYKON 3P PeKTUBHOCTH OBLIO BpeMs 0 NMEPBOro -BO3HUKHOBEHUS JIFOOOr0 U3

CIIEIyIOLIUX COOBITHM, TMOJIOKHUTEIBHO paclieHeHHbIX KOMHUTETOM IO OlLieHKe
CepJeYHO-COCYIUCTBIX COOBITHI: CepIeYHO-COCyAUCTasi CMePTh, HedaTalbHbIN
UHQapKT MHOKapAa, HedaTalbHbI UHCYJIBT MW TOCHHUTAIU3aLUs MO TOBOAY
HeCTaOMJIBHOM CTeHOKapAuMU. BTopuyHBIE CepaeYHO-COCYJUCThIE KOHEUHBIE
TOYKM BKJIIOYATM KOMOWHAIIMIO TepBUYHOW KOHEYHOM TOuku JHOO ¢
FOCIHUTAU3alMeldl 10 TMOBOAY CEpAEYHOM HEJIOCTAaTOYHOCTH, JIMOO C
peBacKyjsipu3aliieil KOpOHapHBIX apTepuid. Takke 3apaHee 3arjlaHUPOBAHHOU
BTOPUYHOMN KOHEYHOM TOYKOM OBLIO U3MEHEeHHe OTHOUIEHHMSI
anpOyMuH/kpeaTuHuH B Moue k 108-if Heznene.
YacTtora BO3HUKHOBEHHUS COOBITUHA W3 NEPBUYHOM KOHEYHON TOYKM Obuia
COMOCTaBUMOW B TpyIlNe JIMKCUCEHATHJa W B TpyIIe Iuanedo: OTHOLICHHE
PUCKOB Il JIMKCHCEeHaTujaa TmpoTuB rmianedo cocrasmsio 1,017, ¢
IBYCTOPOHHHUM 95 %  HOBEpUTENBHBIM  HHTEPBAJIOM,  COCTaBISIOLIUM
0,886, 1,168. OnuHaKkoBbIe MPOLEHTHI MEXAY IPyNIaMH JIeYeHUs] HabIIoJaluch
JUIs BTOPUYHBIX KOHEUHBIX TOYEK M [JIsi BCEX OTAEJIbHBIX KOMIIOHEHTOB
KOMITO3UTHBIX KOHEYHBIX ToueK. [IpoleHThl malueHToB, TOCIUTATU3UPOBAHHBIX
10 TIOBOJIy CepAEeYHON HelocTaTOYHOCTH, cocTaBisiii 4,0 % u 4,2 % B rpynnax
JUKCUCEHATHJa W Iulanebo, COOTBETCTBEHHO [oTHoIIeHHWe puckoB (95 %
noBeputenbHbIN uHTEpBa) 0,96 (0,75, 1,23)].
B rpymnmne nukcuceHaTHAA MO CpaBHEHHIO ¢ Tpynmnoi mianedo Habmoaanoch
MeHblllee yBeJIMYeHHe OTHOIIEeHHUs albOyMHUH/KpeaTHHUH B Moue K Henene 108,
no cpaBHeHuto ¢ ucxomom: -10,04+3,53 %; 95 % noBepuTenbHBIA HHTEPBAI
cocTtaBisii -16,95 %, -3,13 %.

DapmakoKunemuKka

Ipenapam Conuxea ConoCmap®

CooTHolleHHe  WHCYJIMHA T[JIAprUH M JIMKCHUCEHaTHJa B IIperapare

Conuxsa ConoCrap® He 0Ka3bIBalO 3HAYMMOrO BIMSHHS Ha (apMaKOKUHETHKY

HWHCYJIMHA TJIapTHUH U JIMKCUCCHATHUA.
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Comuksa ConoCtap® MakcHMalbHas KOHIEHTPalMs B n7g3Me | KpOBH (Cmax)'i
JUKCHCeHaTH1a Oblla HUXKE, B TO BpeMs Kak AUC 6bia B ﬁendM ébﬁééféﬁ—ﬁﬁbﬁf‘
Oty paznuuus B GpapMaKOKMHETHKE JTUKCHCEHATHUa MpU ero BBEJACHUU B COCTaBe
npenapara Conuksa ConoCrap® ¥ 1pu BBEIE€HHH TOJBKO JIMKCHCEHATHIA HE
SIBJISUTHUCH KJIMHUYECKU 3HAaYMMBIMHU.

Abcopbyusa

Ipenapam Conuxea ConoCmap®

[Tocne mMOAKOXXHOTO BBeAeHHS KOMOWHAIIMM WHCYJIUH TJIAPTUH/JIMKCUCEHATHU]
NalreHTaM ¢ caXapHbIM AuabeToM | THIMa, MHCYJIMH TIJIapruH MoKa3ajl OTCYTCTBHE
ITUKOBBIX MOABEMOB €ro KOHIIEHTpAIMK B 11a3Me KpoBu. [locTyninenue nHCyI1Ha
IJapriH B CHCTEMHBIH KpOBOTOK Haxoaujiock B auanazoHe 86-101 % mno
CpPaBHEHHIO C BBEIECHHEM OJJHOTO MHCYJIMHA IJIaprUH.

[Tocne TOAKOXXHOTO BBEJEHUS KOMOWHAIIMM MHCYJIWUH TIJIQprUH/IMKCUCEHATU]
nalydeHTaM C caxapHbIM auaberom | Tuma, MeaMaHa BPEMEHHU 10 JOCTHIKEHUs
MaKCUMaJIbHOW KOHLIEHTPALMM B IJIa3Me KPOBH (tmax) JTUKCUCEHATHIA HAXOIUIIACh
B nuamnaszoHe 2,5 - 3,0 4. I[Tocie MOAKOXXHOTO BBEeAECHHS KOMOWHALMUM HHCYJIUH
rJIapruH/IMKCUCeHAaTH ] Habro1anock Hebombiioe CHUKEHUE Cpax JIMKCUCEHATUA
Ha 22-34 % 1o cpaBHEHHUIO ¢ pa3lelibHbIM OJHOBPEMEHHBIM BBEJCHUEM UHCYJIMHA
IJIapTUH ¥ JIMKCUCEHATH/IA, YTO HEe SBISETCS KIMHUYECKU 3HAYUMBIM.
OTCyTCTBOBJIM KIMHUYECKH 3HAUMMBIE pa3jiiMuusi B CKOPOCTH abcopdbuuu mnpu
BBEJICHUHU JIMKCUCEHATHA TIOJJKOKHO B 00J1aCTh NepeiHel CTeHKHU JKUBOTa, Oesipa

HJIH T1JIC4a.

Pacnpeoenerue

Jlukcucenamuo
VY 4yenoBeka JIMKCHCEHATH]J B yMepeHHOW creneHu (Ha 55 %) cBsA3bIBaeTcs ¢
OenKaMH I1a3Mbl KPOBH.

Memaboauzm u snumuHayus

Hneynun enapeun
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MHH3IPAB POCCHH
HccnenoBanue MeTaboau3zma Yy 4€JIOB€Ka IIpH BBeIl;eHPIH TOJILKO I/IHchII/IHa

004874 - 300518

rJIapruH I10Ka3bIBA€T, YTO HHCYJIMH TIJIapTUH qacquo MCTaGO.III/BI/IpyeTC}I C

N \:l"

COTJACOBA

KapOOKCUIBHOrO KOHLa OeTa-leny B IOAKOXXHOM JEro ¢ 06pa3013aﬂvreM TIBYX
AKTHUBHBIX METa0OJHMTOB C AaKTHBHOCTBIO 1N Vitro, CXOAHOW € 4YellOBEYECKHM
uncynuHoM: M1 (21A- Gly-uncynun) u M2 (21A-Gly-ne3-30B-Thr-uncynun).
HeusMeHeHHBIH HWHCYJIWH TJIAPTUH M TPOAYKTHl €ro Jerpajalliyd TakxKe
NPUCYTCTBYIOT B CHCTEMHOM KPOBOTOKE.

Jlukcucenamuo

SIBSISICH  TIENTHIOM, JIMKCUCEHATHJ  BBIBOJUTCS IyTEM  IJIOMEPYJISPHOM
GbunbTpanud ¢ Tocienyouei peabcopbuuel B IMOYEYHBIX KaHalbLaX M
MeTaboIMYecKOM Jerpagalny, NPUBOAALIeH K o0pa3oBaHHIO Ooliee MEJKHX
TNENTHI0B U aMHUHOKHCIIOT, KOTOPBIE TOBTOPHO BCTYMAIOT B O€JIKOBBINA OOMEH.

Dapmakokuremuxka y 0cobbIX cpynn nayuernos

- Bo3pact, pacoBasi u noyioBasi IpUHAAJIEKHOCTb
Hucynun enapeun
Bnusuue  Bo3pacta, pacoBOW M IIOJIOBOM  IIPUHAJUIEXHOCTH  Ha
(bapMaKOKMHETHKY HWHCYJMHA T[JIapruH 10 HACTOSILEro BPEMEHH HE
OIIEHUBAJIOCh. B KOHTpOIMPYEMBIX KIMHUYECKUX HCCIENOBAHUAX Y B3POCIBIX,
NpoBeIeHHBIX ¢ uHCyauHOM rinaprud (100 EJl/mn), ananu3 noarpynm,
MPOBEJCHHBIN 10 BO3PACTY, PACOBOM U MOJOBOM NMPUHAAJIEIKHOCTH, HE MTOKa3al
pa3NuYMii B OTHOILIEHUH O6e301macHOCTH U 3()PEKTUBHOCTH.
Jlukcucenamuo
[To maHHBIM TOMYJISIIMOHHOTO (hapMaKOKMHETUYECKOTO aHalln3a BO3pacT, Macca
Tena, TIOJIOBas M pacoBas NPUHAMJIEKHOCTb HE OKa3blBAIU KIMHUYECKH
3HAYUMOTO BIIUSHHUS Ha apMaKOKUHETUKY JIMKCUCEHATUA.

- OxxupeHue
Bnusuue wunnekca Maccehl Tena (MMT) na ¢dapmakokuHeTHKy mpernapara
ConukBa /10 HACTOSIIEr0 BPEMEHH He OLIEHUBAJIOCh.

- [loyeuynas HEOOCTATOYHOCTDb
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MIH3IPAB POCCHH

OTKpBITOE MCCIIe0BaHUE OLIEHUBAJIO (PapMaKOKHHETHKY JIMKCHCEHATHIIR S MKT

MPH OIHOKPAaTHOM BBEIEHMM Yy JIMI[ C pPa3IMYHOM CTENEHBIO) HapyIleHus |

GyHKLIMM TIOYeK [KOTopas BBIYMCIISAIACH C HOM'bLIiLI(.)' Q)OpM}"/JIbI KprO(i)fa;
["onra nns pacuera knuperca kpeatuHuHa (KK)] no cpaBHeHHIO €O 310pOBBIMU
nunaMu. He HaOmoa0Cch 3HAYMMBIX pa3iudvid B CPeIHUX 3HAUYEHUAX Crax U
AUC nukcuceHaTHJa TIpd HOPMaldbHOW (YHKUMHM TII0YeK U IIOYEYHOH
"HenoctarouHoctH Jjerkod crernend (KK 60-90 ma/mMunH). YV nauueHToB C
noyeyHoi HepocratouHocTeio cpemer Tskectd (KK 30-60 mu/mun) AUC
JUKCUCEHATHIa yBeJIMYUBaiIach NMpubiau3uTensHo Ha 51 %, a y manueHToB ¢
noye4yHoi HemoctarodHocThio Tsokeno cremeHu (KK 15-30 mu/mun) AUC
JTUKCHCEHATH/Ia YBeIUYMBaJach MpUOIM3UTENsHO Ha 87 %.
- [TeyeHOYHAst HEIOCTATOUHOCTD
Jlukcucenamuo
Tax KaKk JIMKCHCEHATH] BBIBOJUTCS, IJIaBHBIM  00Opa3oM, IOYKaMH,
dapMaKOKUHETUYECKMX HCCIIEJJOBAaHUM y TAalMeHTOB C OCTPbIM WM
XPOHUYECKMM HapylieHneM QyHKIMH TeyeHn He nmpoBoauiaock. He oxunaercs,
4TO HapylleHHe (YyHKIMH MeYeHH CIOCOOHO TMOBIUATH Ha (PapMaKOKHHETHKY
JTUKCUCEHATHIA.
IToka3anusi K NPUMEHEHHUIO
V B3poCHBIX MAalMEHTOB C caxapHbIM jguaberoM 2 THMAa B KOMOMHALMU C
MeTGOPMUHOM B KayecTBE JOINOJHEHUS K [UETOTepalud M IOBBILIEHHOM
¢bu3nveckoil Harpy3ke ¢ UENbIO YJIy4YlIeHHs TJIMKEMHUYEeCKOro KOHTpPOJIS IIpH
He3(phEeKTUBHOCTH MOHOTEpAMK METGPOPMUHOM HIIM KOMOMHALIMK MeT(HOPMHHA C
IPYTUM TIEpOPAJIbHBIM THIIOTJTMKEMHYECKUM TpenapaToM, HWJIM MOHOTEpaIluu
0a3aIbHBIM HHCYJIMHOM.
IIporuBonokazanus
e [ Unep4yyBCTBUTEIBHOCTh K JIMKCHCEHATHIy, WHCYJIMHY TJapruH WM
TF0O0MY M3 BCIIOMOTaTEIbHBIX BEIEeCTB, BXOSAIIMX B COCTaB Ipenapara.

e bepeMEeHHOCTb.
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e [lepuoa rpyaHOro BCKapMJIMBaHHUS. ; IN- 004874 - 300518
e (Caxapnbiii 1uaber 1 Tumna. COTTACOBAHO
e JluaGeTnueckuii KeTOaIM103.
e Tsokenble 3a0oneBaHus xkenyaodHo-kumeuHoro tpakra (OKKT), Bkmtouas
ractponapes.
e Ilouyeunas HegocTtaTouHOCTH TskeNnoi crenenu (KK menee 30 mi/mun).
e Bo3spact 10 18 et (B CBSI3U ¢ OTCTYTCTBUEM JaHHBIX MO 3(P(HEKTUBHOCTH U
6e30macHOCTH MPUMEHEHHs B JAHHOM BO3PacTHOM rpymnie).
C ocTOpOKHOCTHIO
e [lankpeatur B aHaMHe3e (M3-3a COJAEpXaHUS B COCTaBe IIpernapara
JTUKCHCEHATH/Ia, cM. paszen «Ocobblie yKazaHus»).
e V mNalMeHTOB, OIHOBPEMEHHO TNPUHUMAIOLIMX IIpernaparsl, TpeOyromue
obicTpoit abcopbumm u3 XKKT, umerounme y3kuil TepaneBTUYECKUN MHIEKC
WJIA HY)KJIAIOIIHeCs B TIIATEIbHOM KIMHUYECKOM MOHUTOPHUHIE (CM. pasjeln
«Ocobble ykazaHus»).
IIpumeHeHue npu 6epeMEeHHOCTH H B IEPHO/J IPYAHOr0 BCKAPMJ/IHBAHHSA
bepemennocmeo
OTCYTCTBYIOT JaHHblE KOHTPOJUPYEMBIX KIMHUYECKUX HCCIEJIOBAHUU 10
NpUMeHeHHIo B nepuos OepemenHoctd mnpenapata Conuksa ConoCrap®,
WHCYJIMHA [JIApTHH WX JTUKCUCEHATUA.
B uccnenoBaHusIX Ha JKMBOTHBIX ObLIa IMPOJEMOHCTPUPOBAHA PENpPOLYKTHUBHAs
TOKCUYHOCTb JIUKCUCEHATHIA; OTCYTCTBUE IMOPUOTOKCUYHOCTU U TEPATOr€HHOCTH
WHCYJIMHA TJIapTUH.
TToTeHIMaNbHbIA pUCK uis yenoBeka HeusBecTeH. [Ipenapar Conuksa ConoCrap®
IIPOTHUBOIOKA3aH MpU OepeMeHHOCTH (U3-3a COIEep)KaHUs B COCTaBe Iperapara
JIMKCUCEHATU/IA).
[Tpu muaHupoBaHuM OEPEeMEHHOCTH WJIM €€ HACTYIUIEHHWH JIeYeHUE IpernapaToM
Conuksa ConoCrap® ciemyer mpekpaTuTs.

Ilepuoo epyonozo eckapmaueanus
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WM JuKcuceHatuna. [IpuMeHenue npemnapara Cionnma Cm}pCTap®\ B IepHOL |
IpyIHOTO BCKAPMIIMBAHHs IPOTHBONOKA3aHO. [
Cnoco0 npumeHeHHs H 103bl

Jlnst yno6erBa MHAMBHAYyadbHOro moadopa a03bl npenapar Conmuksa ConoCrap®

BBIITYCKAETCs B ABYX IITPHII-PYUKaX, MPeIOCTABISIIOIIUX BbIOOP pa3IuYHbIX J03.

Paznuyust MeXay 3TUMHU ABYMs ILINPHI-PYYKaMHU 3aKJIIOYAIOTCS B JUara3oHe 103

NEHCTBYIOIIMX BEIIEeCTB B INIMPHUI-PYYKax (CM. HUXKE).

e Conuksa ConoCrap® 100 EJ/mi u 50 mMxr/mit: mmpui-pyuka 10-40

-1 emuHMua npenapara B »toi mmpui-pyuke Comnuksa ConoCrap® comepixut
1 EJ] uncynuna rnaprut u 0,5 MKT JIMKCHUCeHaTHA.

- DTa MmIpHI-pydYKa AaeT BO3MOXXHOCTH TMOJY4YeHHs CyTOuyHOM no3bl oT 10 1o
40 enunun npenapara Conuksa ConoCrap® (ot 10 go 40 EJI uHCymMHa riaprun
B KOMOWHAIIUH C JINKCHCEHATHIOM B J103€ OT 5 MKT 10 20 MKT).

e Conuksa ConoCrap® 100 EJI/mn u 33 Mkr/mn: mmnpui-pydxa 30-60

-1 emuHuuna npenapara B stoi mmpui-pydke Conuksa ConoCrap® comep ur
1 EJ] uncynuna rnaprus u 0,33 MKr JTUKCUCEHATH/A.

- DTa mWNpHI-pydyKa JaeT BO3MOXXHOCTH TMOJy4YeHHs cyToyHOW m03bl oT 30 mo
60 equaun npenapara Comuksa ConoCrap® (ot 30 g0 60 EJl uHCynMHA riiapris
B KOMOMHAIIUH C IUKCUCEHATHAOM B J103¢ oT 10 Mkr 10 20 MKT).

Bo u3bexanue oOmmMOOYHOrO BBENCHHUS Ipernapara W3 JAPYroi MINPHI-PyYKH (C

IpYyroil J03UPOBKO#), yJOCTOBEpbTECH B TOM, YTO B pelenTe yKa3zaHa

COOTBETCTBYIOIAas Ha3HayeHHIo Bpaya mmpun-pyuka Conuksa ConoCrap®:

IIMPUL-PYUKa Conuksa ConoCrap® (10-40) WIH HINPUL-PYUKa

Conuksa ConoCrap® (30-60).

MakcumanbHas cyTodyHas po3a npenapata Comuksa ConoCrap® cocraBnser

60 equnaun (60 EJ] uncynuna rnmaprut u 20 MKT JIMKCHCEHATU/1a).

I[Ipenapar Conuksa ConoCrap® BBOIUTCS MOAKOXKHO | pa3 B CyTKU B TedeHue | 4

nepes OObIM MprueMoM M. [IpeanoururenbHo, 4ToO NMpaHananbHas (mepen

npuemMoM TnuIM) HHbekuus npenapara Comuksa ConoCrap® — nposoauiack
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